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PART 8--CERTIFICATION OF OPIOID TREATMENT PROGRAMS--Table of Contents
Subpart A--Accreditation
Sec. 8.1 Scope.

The regulationsin this part establish the procedures by which the Secretary of Health and Human Services (the Secretary)
will determinewhether apractitioner isqualified under section 303(g) of the Controlled SubstancesAct (21 U.S.C. 823(g))
to dispense opioid drugs in the treatment of opioid addiction. These regulations aso establish the Secretary's standards
regarding the gppropriate quantities of opioid drugs that may be provided for unsupervised use by individuas undergoing
such treatment (21 U.S.C. 823(g)(1)). Under these regulations, a practitioner who intends to dispense opioid drugsin the
trestment of opioid addiction must first obtain from the Secretary or by delegation, from the Administrator, Substance
Abuse and Mental Hedlth Services Adminigration (SAMHSA), a certification that the practitioner is qudified under the
Secretary's andards and will comply with such standards. Eligibility for certification will depend upon the practitioner
obtaining accreditation from an accreditation body that has been approved by SAMHSA. These regulations establish the
procedureswhereby an entity can apply to becomean approved accreditation body. Thispart aso establishesrequirements
and generd standards for accreditation bodies to ensure that practitioners are consstently evaluated for compliance with
the Secretary's standards for opiate addiction treatment with an opioid agonist treatment medication.

Sec. 8.2 Definitions.
The following definitions apply to this part:
Accreditation means the process of review and acceptance by an accreditation body.

Accreditation body means a body that has been approved by SAMHSA under Sec. 8.3 to accredit opioid
treestment programs using opioid agonist treatment medications.

Accreditation body application means the application filed with SAMHSA for purposes of obtaining gpprovd as
an accreditation body, as described in Sec. 8.3(b).

Accreditation € ements meanthe elements or standards that are devel oped and adopted by an accreditation body
and approved by SAMHSA.



Accreditation survey means an ondte review and evauation of an opioid treatment program by an accreditation
body for the purpose of determining compliance with the Federa opioid trestment standards described in Sec. 8.12.

Accredited opioid treatment program means an opioid treatment program that is the subject of a current, vaid
accreditation from an accreditation body approved by SAMHSA under Sec. 8.3(d).

Certification means the process by which SAMHSA determines that an opioid trestment program is qudified to
provide opioid trestment under the Federa opioid treatment standards.

Certification application means the application filed by an opioid trestment program for purposes of obtaining
certification from SAMHSA, as described in Sec. 8.11(b).

Certified opioid trestment program means an opioid trestment program that is the subject of a current, valid
certification under Sec. 8.11.

Comprehensve maintenance trestment is maintenance trestment provided in conjunction with a comprehensive
range of gppropriate medica and rehabilitative services.

Detoxification treatment means the dispensing of an opioid agonist trestment medication in decreasing dosesto an
individud to dleviate adverse physicd or psychologica effectsincident to withdrawa from the continuous or sustained use
of an opioid drug and as a method of bringing the individud to a drug-free sate within such period.

Federd opioid treatment standards means the standards established by the Secretary in Sec. 8.12 that are used
to determine whether an opioid treatment program is qudified to engage in opioid trestment. The Federa opioid treatment
standards established in Sec. 8.12 dso include the standards established by the Secretary regarding the quantities of opioid
drugs which may be provided for unsupervised use.

For-cause ingpection means an ingpection of an opioid treatment program by the Secretary, or by an accreditation
body, that may be operating in violation of Federd opioid treatment standards, may be providing substandard treatment,
or may be serving as a possible source of diverted medications.

Interim maintenance treatment means maintenance treatment provided in conjunction with appropriate medica
services while a patient is awaiting transfer to a program that provides comprehensve maintenance trestment.

L ong-termdetoxification trestment means detoxification treatment for aperiod more than 30 daysbut not in excess
of 180 days.

Maintenance treatment means the dispensing of an opioid agonist treatment medication a stable dosage levelsfor
aperiod in excess of 21 days in the trestment of an individud for opioid addiction.

Medica director means aphyscian, licensed to practice medicine in the jurisdiction in which the opioid treatment
program is located, who assumes responsbility for administering al medica services performed by the program, either by
performing them directly or by delegating specific respongbility to authorized program physicians and hedthcare
professonds functioning under the medical director's direct supervison.

Medica and rehabilitative services means services such as medicd evauaions, counsding, and rehabilitative and
other socid programs(e.g., vocationa and educationa guidance, employment placement), that areintended to help patients
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in opioid trestment programs become and/or remain productive members of society.

Medication unit means a facility established as part of, but geographically separate from, an opioid treatment
program from which licensed private practitioners or community pharmacists dispense or administer an opioid agonist
trestment medication or collect samples for drug testing or andyss.

Opiate addiction isdefined asaclugter of cognitive, behaviord, and physologicd symptomsinwhich theindividud
continues use of opiates despite significant opiate-induced problems. Opiate dependenceis characterized by repeated sdif-
adminidrationthat usudly resultsin opiatetolerance, withdrawa symptoms, and compulsive drug-taking. Dependence may
occur with or without the physiological symptoms of tolerance and withdrawal.

Opioid agonist trestment medication means any opioid agonist drug that is approved by the Food and Drug
Adminigtration under section 505 of the Federa Food, Drug, and Cosmetic Act (21 U.S.C. 355) for use in the treatment
of opiate addiction.

Opioid drug means any drug having an addiction-forming or addiction-
sugtaning liability smilar to morphine or being capable of conversoninto adrug having such addiction-forming or addiction-
sudaning lidhility.

Opioid treatment meansthe dispensing of an opioid agoni<t trestment medi cation, aong withacomprehensverange
of medicd and rehahilitative services, when dinicaly necessary, to an individud to aleviate the adverse medicd,
psychologicd, or physica effectsincident to opiate addiction. Thisterm encompasses detoxification trestment, short-term
detoxificationtreatment, long-term detoxification treatment, mai ntenance trestment, comprehens ve maintenance trestment,
and interim maintenance trestment.

Opioid treatment program or -~ OTP" means a program or practitioner engaged in opioid trestment of individuas
with an opioid agonist trestment medication.

Petient means any individual who undergoes trestment in an opioid treatment program.

Program sponsor means the person named in the application for certification described in Sec. 8.11(b) as
respons ble for the operation of the opioid treatment program and who assumesresponsibility for al itsemployees, including
any prectitioners, agents, or other persons providing medical, rehabilitative, or counsdling services a the program or any
of its medication units. The program sponsor need not be alicensed physician but shal employ alicensed physician for the
position of medicd director.

Registered opioid treatment program meansan opioid treatment program that isregistered under 21 U.S.C. 823(Q).
Short-term detoxification treatment means detoxification trestment for aperiod not in excess of 30 days.

State Authority isthe agency designated by the Governor or other gppropriate officia designated by the Governor
to exercise the respongbility and authority within the State or Territory for governing the treetment of opiate addiction with
an opioid drug.

Trestment plan means a plan that outlines for each patient attainable short-term treatment god's that are mutudly
acceptable to the patient and the opioid treatment program and which specifies the services to be provided and the
frequency and schedule for their provison.
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Sec. 8.3 Application for approva as an accreditation body.

(a) Eligibility. Privatenonprofit organizationsor Stategovernmenta entities, or political subdivisonsthereof, cgpable
of meeting the requirements of this part may apply for gpprova as an accreditation body.

(b) Application for initial gpprova. Three copies of an accreditation body application form [SMA-163] shdl be
submitted to SAMHSA at rm. 12-105, 5600 Fishers Lane, Rockville, MD 20857, and marked ATTENTION: OTP
Certification Program. SAMHSA will consder and accept the dectronic submission of these materiads when dectronic
submisson systems are developed and available. Accreditation body gpplications shdl include the following information
and supporting documentation:

(1) Name, address, and telephone number of the applicant and aresponsible officia for the accreditation
body. The gpplication shdl be sgned by the respongble officid;

(2) Evidence of the nonprofit status of the gpplicant (i.e., of fulfilling Internal Revenue Servicerequirements
as anonprofit organization) if the gpplicant is not a State governmentd entity or political subdivison;

(3) A st of the accreditation elements or standards and a detailed discussion showing how the proposed
accreditation elements or stlandards will ensure that each OTP surveyed by the applicant is qudified to meet or is meeting
each of the Federa opioid trestment standards set forth in Sec. 8.12;

(4) A detailed description of the gpplicant's decisonmaking process, including:

(1) Proceduresfor initiating and performing onsite accreditation surveys of OTPs;

(ii) Proceduresfor ng OTP personne qudifications;

(iii) Copies of an gpplication for accreditation, guiddines, ingtructions, and other materias the
gpplicant will send to OTPsduring theaccreditation process, including arequest for acompletehistory of prior accreditation
activitiesand agtatement that al information and data submitted in the application for accreditationistrue and accurate, and
that no materid fact has been omitted,

(iv) Policies and procedures for notifying OTPs and SAMHSA of deficiencies and for monitoring
corrections of deficiencies by OTPs,

(v) Policies and procedures for suspending or revoking an OTP's accreditation;

(vi) Policies and procedures that will ensure processing of applications for accreditation and
goplications for renewa of accreditation within a timeframe gpproved by SAMHSA; and

(vii) A descriptionof theapplicant'sappeal sprocesstoallow OTPsto contest adverseaccreditation
decisons.

(5) Policies and procedures established by the accreditation body to avoid conflicts of interest, or the
gppearance of conflicts of interest, by the applicant'sboard members, commissioners, professiona personne, consultants,
adminigrative personnel, and other representatives,



(6) A description of the education, experience, and training requirements for the applicant's professond
daff, accreditation survey team membership, and theidentification of at least onelicensed physician on the gpplicant's staff;

(7) A description of the applicant'straining policies,
(8) Fee schedules, with supporting cost data;

(9) Satisfactory assurances that the body will comply with the requirements of Sec. 84, including a
contingency plan for investigating complaints under Sec. 8.4(e);

(20) Policies and procedures established to protect confidentia information the gpplicant will collect or
receivein itsrole as an accreditation body; and

(12) Any other information SAMHSA may require.

(c) Application for renewa of approva. An accreditation body that intendsto continue to serve as an accreditation
body beyond its current term shall gpply to SAMHSA for renewd, or notify SAMHSA of its intention not to apply for
renewal, in accordance with the following procedures and schedule:

(1) At least 9 months before the date of expiration of an accreditation body's term of gpprova, the body
ghdl inform SAMHSA in writing of itsintent to seek renewd.

(2) SAMHSA will notify the gpplicant of the relevant information, materias, and supporting documentation
required under paragraph (b) of this section that the applicant shall submit as part of the renewa procedure.

(3) At least 3 months before the date of expiration of the accreditation body's term of approval, the
goplicant shal furnish to SAMHSA three copies of a renewd application containing the information, materids, and
supporting documentation requested by SAMHSA under paragraph (c)(2) of this section.

(4) An accreditation body that does not intend to renew its gpprova shal so notify SAMHSA at least 9
months before the expiration of the body's term of gpproval.

(d) Rulings on gpplications for initia gpprova or renewd of gpprovd.

(1) SAMHSA will grant an gpplication for initid approva or an application for renewa of gpprovd if it
determines the gpplicant substantialy meets the accreditation body requirements of this subpart.

(2) If SAMHSA determines that the gpplicant does not substantialy meet the requirements set forth in this
subpart. SAMHSA will notify the gpplicant of the deficienciesin the gpplication and request that the gpplicant resolve such
deficiencies within 90 days of receipt of the notice. If the deficiencies are resolved to the satisfaction of SAMHSA within
the 90-day time period, the body will be approved as an accreditation body. If the deficiencies have not been resolved to
the satisfaction of SAMHSA within the 90-day time period, the application for gpprova as an accreditation body will be
denied.



(3) If SAMHSA does not reach a fina decision on a renewal application before the expiration of an
accreditationbody'sterm of approval, the gpprova will be deemed extended until SAMHSA reachesafina decison, unless
an accreditation body does not rectify deficiencies in the application within the specified time period, as required in
paragraph (d)(2) of this section.

() Rdinquishment of approva. An accreditation body that intends to relinquish its accreditation gpprova before
expiration of the body's term of gpprovd shdl submit aletter of such intent to SAMHSA, at the address in paragraph (b)
of this section, at least 9 months before relinquishing such approva.

(f) Notification. An accreditation body that does not gpply for renewal of approval, or isdenied such approva by
SAMHSA, rdinquishesits accreditation gpproval before expiration of itsterm of gpprovd, or hasits approva withdrawn,
gl

(1) Transfer copies of records and other related information as required by SAMHSA to a location,
including another accreditation body, and according to a schedule gpproved by SAMHSA; and

(2) Notify, in a manner and time period approved by SAMHSA, dl OTPs accredited or seeking
accreditation by the body that the body will no longer have approval to provide accreditation services.

(9) Term of gpprova. An accreditation body's term of gpprova isfor aperiod not to exceed 5 years.

(h) State accreditation bodies. State governmental entities, including political subdivisons thereof, may establish
organizationd units that may act as accreditation bodies, provided such units meet the requirements of this section, are
approved by SAMHSA under this section, and have taken appropriate measures to prevent actud or gpparent conflicts
of interest, including cases in which State or Federd funds are used to support opioid treatment services.

Sec. 8.4 Accreditation body responsibilities.

(8) Accreditation surveys and for cause inspections.

(1) Accreditation bodies shall conduct routine accreditation surveys for initid, renewa, and continued
accreditation of each OTP at least every 3 years.

(2) Accreditation bodies must agree to conduct for-cause inspections upon the request of SAMHSA.

(3) Accreditation decisions shal be fully consistent with the policies and procedures submitted as part of
the approved accreditation body application.

(b) Response to noncompliant programs.

(2) If an accreditation body receives or discovers information that suggests that an OTP is not meeting
Federal opioid treatment standards, or if survey of the OTP by the accreditation body otherwise demonstrates one or more
deficiencies in the OTP, the accreditation body shal as appropriate either require and monitor corrective action or shall
suspend or revoke accreditation of the OTP, as gppropriate based on the significance of the deficiencies.



(1) Accreditation bodies shall either not accredit or shdl revoke the accreditation of any OTP that
subgtantiadly fails to meet the Federa opioid treatment standards.

(i) Accreditation bodies shal notify SAMHSA as soon as possible but in no case longer than 48
hours after becoming aware of any practice or condition in an OTP that may pose a serious risk to public hedth or safety
or patient care.

(iii) If an accreditation body determines that an OTP is substantially meeting the Federd opioid
trestment standards, but is not meeting one or more accreditation eements, the accreditation body shall determine the
necessary corrective measuresto betaken by the OTP, establish aschedul efor implementation of such measures, and notify
the OTP in writing that it must implement such measures within the specified schedule in order to ensure continued
accreditation. The accreditation body shall verify that the necessary steps are taken by the OTP within the schedule
gpecified and that dl accreditation dements are being substantialy met or will be subgtantialy met.

(2) Nothing in this part shall prevent accreditation bodies from granting accreditation, contingent on
promised programmatic or performance changes, to OTPs with less subgtantid violations. Such accreditation shal not
exceed 12 months. OTPs that have been granted such accreditation must have their accreditation revoked if they fall to
make changes to receive unconditional accreditation upon resurvey or reingpection.

(¢) Recordkeeping.

(1) Accreditation bodies shal maintain records of their accreditation activitiesfor at least 5 yearsfrom the
creation of the record. Such records must contain sufficient detail to support each accreditation decison made by the
accreditation body.

(2) Accreditation bodies shall establish proceduresto protect confidentia information collected or received
inther role as accreditation bodies that are consstent with, and that are designed to ensure compliance with, al Federd
and State laws, including 42 CFR part 2.

(i) Information collected or received for the purpose of carrying out accreditation body
respongbilities shal not be used for any other purpose or disclosed, other than to SAMHSA or its duly designated
representatives, unless otherwise required by law or with the consent of the OTP.

(i1) Nonpublic information that SAMHSA shares with the accreditation body concerning an OTP
shdl not be further disclosed except with the written permission of SAMHSA.

(d) Reporting.

(1) Accreditation bodies shal provide to SAMHSA any documents and information requested by
SAMHSA within 5 days of receipt of the request.

(2) Accreditation bodies shdl make a summary of the results of each accreditation survey available to
SAMHSA upon request. Such summaries shdl contain sufficient detall to judtify the accreditation action taken.

(3) Accreditation bodiesshdl provide SAMHSA upon request alist of each OTP surveyed and theidentity
of dl individuas involved in the conduct and reporting of survey results.
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(4) Accreditation bodiesshal submit to SAMHSA the name of each OTP for which the accreditation body
accredits conditiondly, denies, suspends, or revokes accreditation, and the basis for the action, within 48 hours of the
action.

(5) Notwithstanding any reports madeto SAMHSA under paragraphs (d)(1) through (d)(4) of thissection,
each accreditation body shal submit to SAMHSA semiannually, on January 15 and July 15 of each caendar year, areport
conggting of asummary of the results of each accreditation survey conducted in the past year. The summary shal contain
aufficient detall to judtify each accreditation action taken.

(6) All reporting requirements listed in this section shall be provided to SAMHSA at the address specified
in Sec. 8.3(b).

(e) Complaint response. Accreditation bodies shdl have policies and procedures to respond to complaints from
SAMHSA, patients, facility staff, and others, within areasonable period of time but not more than 5 days of the receipt of
the complaint. Accreditation bodies shal dso agreeto notify SAMHSA within 48 hours of receipt of acomplaint and keep
SAMHSA informed of al aspects of the response to the complaint.

(f) Modifications of accreditation elements. Accreditation bodies shdl obtain SAMHSA's authorization prior to
making any substantive (i.e., noneditorial) change in accreditation e ements.

(9) Conflicts of interest. The accreditation body shall maintain and apply policies and procedures that SAMHSA
has approved in accordance with Sec. 8.3 to reduce the possibility of actua conflict of interest, or the gppearance of a
conflict of interest, on the part of individuals who act on behaf of the accreditation body. Individuas who participate in
accreditation surveys or otherwise participate in the accreditation decison or an apped of the accreditation decision, as
wedl astheir spouses and minor children, shal not have afinancid interest inthe OTP that is the subject of the accreditation
survey or decison.

(h) Accreditetion teams.
(1) Anaccreditation body survey team shall consst of hedlthcare professiona swith expertisein drug abuse
treatment and, in particular, opioid trestment. The accreditation body shall consider factors such as the size of the OTP,
the anticipated number of problems, and the OTP's accreditation history, in determining the compostion of the team. At

aminimum, survey teams shdl condst of a least two hedthcare profess ond's whose combined expertise includes:

(i) The digpensing and administration of drugs subject to control under the Controlled Substances
Act (21 U.S.C. 801 et seq.);

(if) Medicd issuesreating to the dosing and adminigtration of opioid agonist trestment medications
for the treetment of opioid addiction;

(ii1) Psychosocid counsdling of individuas undergoing opioid trestment; and
(iv) Organizationd and adminigtrative issues associated with opioid trestment programs.

(2) Members of the accreditation team must be able to recuse themselves a any time from any survey in
which either they or the OTP believes thereis an actua conflict of interest or the gppearance of a conflict of interedt.
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(i) Accreditation fees. Fees charged to OTPs for accreditation shal be reasonable. SAMHSA generdly will find
fees to be reasonable if the fees are limited to recovering codts to the accreditation body, including overhead incurred.
Accreditation body activitiesthat are not related to accreditation functions are not recoverabl e through fees established for
accreditation.

(1) The accreditation body shal make public its fee structure, including those factors, if any, contributing
to variationsin fees for different OTPs.

(2) At SAMHSA's request, accreditation bodies shall provide to SAMHSA financial records or other
materids, in amanner specified by SAMHSA, to assist in assessing the reasonableness of accreditation body fees.

Sec. 8.5 Periodic evaluation of accreditation bodies.

SAMHSA will evauate periodicaly the performance of accreditation bodies primarily by ingpecting a selected sample of
the OTPs accredited by the accrediting body and by evaluating the accreditation body's reports of surveys conducted, to
determine whether the OTPs surveyed and accredited by the accreditation body arein compliance with the Federa opioid
trestment sandards. The evauation will include adetermination of whether there are mgjor deficienciesin the accreditation
body's performance that, if not corrected, would warrant withdrawal of the gpprova of the accreditation body under Sec.
8.6.

Sec. 8.6 Withdrawal of approval of accreditation bodies.

If SAMHSA determinesthat an accreditation body isnot in substantiad compliance with this subpart, SAMHSA shdl take
gppropriate action as follows:

(& Mgor deficiencies. If SAMHSA determines that the accreditation body has a mgor deficiency, such as
commisson of fraud, materia false gatement, fallure to perform amgor accreditation function satisfactorily, or sgnificant
noncompliance with the requirements of this subpart, SAMHSA shall withdraw approva of that accreditation bodly.

(2) Inthe event of amgjor deficiency, SAMHSA shall notify the accreditation body of the agency'saction
and the grounds on which the gpprova was withdrawn.

(2) An accreditation body that has logt its gpprova shall notify each OTP that has been accredited or is
seeking accreditation that the accreditation body's approva has been withdrawn. Such notification shal be made within a
time period and in amanner gpproved by SAMHSA.

(b) Minor deficiencies. If SAMHSA determines that the accreditation body has minor deficiencies in the
performance of an accreditation function, that are less serious or more limited than the types of deficiencies described in
paragraph (a) of this section, SAMHSA will notify the body that it has 90 daysto submit to SAMHSA aplan of corrective
action. Theplanmust includeasummary of correctiveactionsand aschedulefor their implementation. SAMHSA may place
the body on probationary status for aperiod of time determined by SAMHSA, or may withdraw approva of the body if
corrective action is not taken.

(2) If SAMHSA places an accreditation body on probationary status, the body shall notify dl OTPsthat
have been accredited, or that are seeking accreditation, of the accreditation body's probationary statuswithin atime period
and in amanner gpproved by SAMHSA.



(2) Probationary status will remain in effect until such time asthe body can demongtrate to the satisfaction
of SAMHSA that it has successfully implemented or is implementing the corrective action plan within the established
schedule, and the corrective actions taken have subgstantidly diminated dl identified problems.

(3) If SAMHSA determinesthat an accreditation body that has been placed on probationary tatusis not
implementing corrective actions satisfactorily or within the established schedule, SAMHSA may withdraw approva of the
accreditation body. The accreditation body shdl notify dl OTPs that have been accredited, or are seeking accreditation,
of the accreditation body's loss of SAMHSA agpprova within atime period and in a manner approved by SAMHSA.

(c) Regpplication.

(1) An accreditation body that has had its approva withdrawn may submit anew application for gpprova
if the body can provide information to SAMHSA to establish that the problems that were grounds for withdrawal of
gpprova have been resolved.

(2) If SAMHSA determines that the new application demondrates that the body satisfactorily has
addressed the causes of its previous unacceptable performance, SAMHSA may reingtate gpprova of the accreditation

body.

(3) SAMHSA may request additiona information or establish additional conditionsthat must bemet before
SAMHSA approves the regpplication.

(4) SAMHSA may refuse to accept an gpplication from aformer accreditation body whose gpprova was
withdrawn because of fraud, materia false statement, or willful disregard of public hedlth.

(d) Hearings. An opportunity to challenge an adverse action taken regarding withdrawa of approva of an
accreditation body shall be addressed through the relevant procedures set forth in subpart C of this part, except that the
proceduresin Sec. 8.28 for expedited review of an immediate suspension would not gpply to an accreditation body that
has been notified under paragraph (a) or (b) of this section of the withdrawa of its approval.
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